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Claims Status 

1. Claims 1-9 and 22-29 are canceled, and claims 10-21 are examined on the merits. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

5. Claims 10 and 1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Whayne et al. (US 6,203,525; hereinafter Whayne) in view of Bai (US 4,619,643). 

6. Regarding claims 10 and 11, Whayne discloses a device 10 (Fig 1) for at least partial 
introduction into a body passage, the device comprising: a long, outer envelope body 36 (Figs. 1, 
8 A and 8B); a long inner body 12 and 28 (Figs. 1, 8 A and 8B) that is at least partially 
peripherally surrounded by the envelope body 36 (Figs. 1, 8A and 8B); and a control device 20 
(Figs. 1, 8 A and 8B) that enables and impedes relative movement between the envelope body 
and the inner body to respectively impart flexibility and rigidity to the entire device in a 
controllable manner (Col 10, lines 1 1-29); wherein the control device 20 (Figs. 1, 8 A and 8B) is 
itself formed by the arrangement and embodiment of the envelope body 36 (Figs. 1, 8 A and 8B) 
and the inner body 12 and 28 (Figs. 1, 8 A and 8B) and comprises no additional mechanical 
means in an annular intermediate region (Fig 8B, space between outer body 36 and the inner 
body 28) between the envelope body 36 (Figs. 1, 8A and 8B) and the inner body 12 and 28 (Figs. 
1 , 8A and 8B); the material of the envelope body and the inner body is flexible yet torsionally 
resistant (Col 1, lines 46-49 and 55-60) and the envelope body and the inner body can be rotated 



Application/Control Number: 10/578,130 Page 3 

Art Unit: 3761 

relative to one another by the control device in such a way that the comers of the inner body 
make contact at least partially with an inner wall of the envelope body to impart greater rigidity 
to the envelope body (The shape of the inner and outer bodies impedes the coaxial rotational of 
the bodies relative to each other; Col 10, lines 1 1-29). 

Whayne discloses that the geometry of the inner and outer body may be changed in order 
to prevent rotation (Col 10, lines 1 1-29) thus providing motivation and suggestion for different 
shapes, and an outer body with a hexagonal shape 36 (Fig 8B) but does not specifically disclose 
that the envelope body and the inner body have similarly-shaped polygonal cross sections. 
However, Bai discloses a double lumen catheter that is in the same field of endeavor as 
Whayne 's catheter and is easy to insert and withdraw and prevents blood clotting and buckling 
(Col 1, lines 26-32 and 55-62 and Col 3, lines 8-19) where the inner and outer bodies have a 
polygonal cross section and the comers are lined up as shown in Figures 3c - 3e. Therefore, it 
would have been obvious to one of ordinary skill in the art at the time of invention was made to 
modify the Whayne' s reference, to include a polygonal cross section, as suggested and taught by 
Bai, for the purpose of making the outer body as small possible while still imparting stmctural 
rigidity so as to make insertion easy but prevent the chance of buckling. Whayne and Bai do not 
specifically disclose a hexagonal cross section on the inner and outer body. The combination of 
Whayne and Bai disclose a cross section with three sides on both bodies and a hexagonal shape 
on the outer body but do not disclose six sides on both the inner and outer body. It would be 
obvious to one skilled in the art at the time of the invention that six sides may have been used 
instead of three to impart stmctural rigidity, ease insertion of the device, and allow the shape of 
the outer configuration to adapt to different geometries within a body region as Whayne has 
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disclosed using similar geometries on the inner and outer body (Whayne, Col 1, lines 46-49 and 
Col 10, lines 1 1-29). A change in form or shape is generally recognized as being within the level 
of ordinary skill in the art. In re Rose , 220 F.2d 459, 105 USPQ 237 (CCPA 1955) 

7. Claims 12-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over Whayne et 
al. (US 6,203,525; hereinafter Whayne) in view of Bai (US 4,619,643) and in fiirther view of 
Avellanet et al. (US 5,542,938; hereinafter Avellanet). 

8. Regarding claims 12 and 14, Whayne discloses a control device 20 (Figs. 1, 8A and 8B) 
but does not specifically disclose the introduction of a pressure medium to the annular 
intermediate region between the envelope body and the inner body. However, Avellanet 
discloses a magnetic guidewire coupling for catheter exchange that has a balloon expanded by 
filling it with a liquid. The balloon is used to change the contour and geometry in the 
cardiovascular system (Fig lA and Col 1, hues 21-25 and 54-67). Therefore, it would have been 
obvious to one of ordinary skill in the art at the time of invention was made to modify the 
Whayne 's reference, to include liquid to be filled in a balloon, as suggested and taught by 
Avellanet, for the purpose of being able to contour the cardiovascular system in order to create 
lesions with the desired geometry and characteristics. 

9. Regarding claims 13 and 15, Whayne discloses an envelope body 36 (Figs. 1, 8A and 8B) 
and an inner body 12 and 28 (Figs. 1, 8A and 8B) and the inner body having a magnetic coating 
22 (Figs. 1, 8A and 8B) but does not specifically disclose that the envelope body has a magnetic 
coating. However, Avellanet discloses a catheter where the inner and outer body both have a 
magnetic coating in order to control their relative positioning to one another(Fig 1 A-5 and Col 3, 
lines 44-54, Col 3, line 66 to Col 4, line 3 and Col 4, lines 37-40). Therefore, it would have been 
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obvious to one of ordinary skill in the art at the time of invention was made to modify the 
Whayne's reference, to include a magnetic coating on the outer envelope body, as suggested and 
taught by Avellanet, for the purpose of being able to have better control of the catheter when it is 
positioned in the body, which will help increase the quality of lesions (Avellanet, Col 1, lines 46- 
49). 

10. Claims 16-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over Whayne et 
al. (US 6,203,525; hereinafter Whayne) in view of Avellanet et al. (US 5,542,938; hereinafter 
Avellanet). 

1 1 . Regarding claim 16-17 and 20-21, Whayne discloses a device 10 (Fig 1) for at least 
partial introduction into a body passage, the device comprising: a long, outer envelope body 36 
(Figs. 1, 8A and 8B); a long inner body 12 and 28 (Figs. 1, 8A and 8B) that is at least partially 
peripherally surrounded by the envelope body 36 (Figs. 1, 8A and 8B); and a control device 20 
(Figs. 1, 8 A and 8B) that enables and impedes relative movement between the envelope body 
and the inner body to respectively impart flexibility and rigidify to the entire device in a 
controllable manner (Col 10, lines 1 1-29); wherein the control device 20 (Figs. 1, 8 A and 8B) is 
formed by the arrangement and embodiment of the envelope body 36 (Figs. 1, 8A and 8B) and 
the inner body 12 and 28 (Figs. 1, 8 A and 8B) and comprises no additional mechanical means in 
an annular intermediate region (Fig 8B, space between outer body 36 and the inner body 28) 
between the envelope body 36 (Figs. 1, 8A and 8B) and the inner body 12 and 28 (Figs. 1, 8A 
and 8B). Whayne discloses the inner body having a magnetic coating 22 (Figs. 1, 8A and 8B) 
and the application of an electrical voltage (Col 5, lines 53-59). 
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Whayne does not disclose that the control device and the envelope body and the inner 
body are embodied in such a way that magnetic fields of different polarity can be alternately 
generated along the length of the envelope body and along the length of the inner body for the 
selective production of a mutual attraction of the two bodies at a location within the body 
passage. However, Avellanet discloses a catheter where the inner and outer body both have a 
magnetic coating in order to control their relative positioning to one another (Fig 1 A-5 and Col 
3, lines 44-54, Col 3, line 66 to Col 4, line 3 and Col 4, lines 37-40). Therefore, it would have 
been obvious to one of ordinary skill in the art at the time of invention was made to modify the 
Whayne 's reference, to include a magnetic coating on the outer envelope body, as suggested and 
taught by Avellanet, for the purpose of being able to have better control of the catheter when it is 
positioned in the body, which will help increase the quality of lesions (Avellanet, Col 1, lines 46- 
49). 

12. Regarding claim 18, Whayne discloses a control device 20 (Figs. 1, 8A and 8B) but does 
not specifically disclose the introduction of a pressure medium to the annular intermediate region 
between the envelope body and the inner body. However, Avellanet discloses a magnetic 
guidewire coupling for catheter exchange that has a balloon expanded by filling it with a liquid. 
The balloon is used to change the contour and geometry in the cardiovascular system (Fig 1 A-5 
and Col 1, lines 21-25 and 54-67). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time of invention was made to modify the Whayne 's reference, to include 
liquid to be filled in a balloon, as suggested and taught by Avellanet, for the purpose of being 
able to contour the cardiovascular system in order to create lesions with the desired geometry 
and characteristics. 
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13. Regarding claim 19, Whayne discloses an envelope body 36 (Figs. 1, 8A and SB) and an 
inner body 12 and 28 (Figs. 1, 8A and 8B) and the inner body having a magnetic coating 22 
(Figs. 1, 8 A and 8B) but does not specifically disclose that the envelope body has a magnetic 
coating. However, Avellanet discloses a catheter where the inner and outer body both have a 
magnetic coating in order to control their relative positioning to one another (Fig 1 A-5 and Col 
3, lines 44-54, Col 3, line 66 to Col 4, line 3 and Col 4, hues 37-40). Therefore, it would have 
been obvious to one of ordinary skill in the art at the time of invention was made to modify the 
Whayne 's reference, to include a magnetic coating on the outer envelope body, as suggested and 
taught by Avellanet, for the purpose of being able to have better control of the catheter when it is 
positioned in the body, which will help increase the quality of lesions (Avellanet, Col 1, lines 46- 
49). 

Response to Arguments 

14. Applicant's arguments filed 4/20/201 1 have been fiiUy considered but they are not 
persuasive. 

Applicant argues that the limited rotation between the outer envelope body 36 and inner 
body 12 and 28 of Whayne does not impart greater rigidity (Whayne, Col 10, hnes 1 1-29). 
Examiner respectfully disagrees. Once the two bodies are rotated so that they can no longer 
rotate anymore, they will provide greater rigidity. There will be two bodies providing structural 
rigidity instead of just one. 

Applicant argues that the control device 20 of Whayne is to be used to fiinction to sense 
electrical events and not to controUably impart flexibility and rigidity. Examiner respectfully 
disagrees. A device can have more than one function. The control device can sense electrical 
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events and also controUably impart flexibility and rigidity. Please also MPEP 2114 regarding the 
manner of operating device. 

Applicant argues that Whayne does not disclose that the envelope body and the inner 
body have similarly shaped polygonal cross sections. Examiner respectfully disagrees. Whayne 
is not relied to disclose the polygonal shape. However, Whayne does disclose that the 
geometries of outer envelope body 36 and inner body 28 may be similarly shaped to controUably 
for a prescribed range of motion (Col 6, lines 1-5 and Col 10, lines 24-26). Furthermore, Fig 8B 
shows the outer envelope body 36 has a polygonal cross section. 

Applicant argues that Bai shows the outer and inner bodies are rotationally rigid with 
respect to one another. Examiner respectfully disagrees with this argument. Bai is not combined 
with Whayne to show that the outer and inner bodies can be rotated with respect to one another. 
Bai is combined with Whayne to show polygonal cross sections that are similarly shaped for the 
inner and outer body (Whayne, Figs. 3c-3e). Whayne discloses that the bodies may be similarly 
shaped to impart a prescribed range of motion and Bai discloses that the bodies may have a 
polygonal cross section. 

Applicant argues that are is no motivation to combine Bai and Whayne. Examiner 
respectfully disagrees. Bai and Whayne are in the same field of endeavor: an insertable catheter 
with an inner and outer body in order to control movement 

Applicant argues that Bai and Whayne do not disclose a hexagonal cross section for both 
bodies and that Examiner relies on Applicant's disclosure for motivation. Examiner respectfully 
disagrees. Applicant has not addressed Examiner's arguments that Whayne discloses hexagonal 
cross section for the outer body 36 (Fig 8B). Whayne also discloses the inner and outer bodies 
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may be matched (Col 10, lines 24-26). Bai discloses a three sided polygonal cross sectional but 
not six. Examiner relies on the teaching of Whayne's six sided body 36 (Fig 8B) and Whayne 
and Bai's disclosure for matching inner and outer bodies to disclose a hexagonal cross section for 
the inner and outer bodies. 

Applicant argues that Whayne and Avellanet are not combinable. Examiner respectfully 
disagrees. They are in the same field of endeavor, insertable catheters, and directed to a same 
problem, controlling the movement of a catheter. 

Applicant argues the Avellanet's magnetic fields of attraction are not generated at a 
location within the body passage and bases arguments on magnet 22 as shown in Figure 1 . 
Examiner respectfully disagrees. Examiner relies on Fig lA, which shows the magnet 22' before 
the holding attachment and can therefore be located in the body passage. Furthermore, Applicant 
has not specified what body passage is to be used. Some body passages are larger than other 
body passages. Body passages differ in size from person to the next. Also, the body passage 
may have been made by a surgical tool, which would allow large objects to pass through. 

Applicant argues that Avellanet does not disclose the use of the magnets to impede 
movement. Examiner respectfully disagrees. Avellanet discloses a magnetic force may be 
applied to inhibit motion (Col 3, lines 44-54). 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 

Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BENEDICT L C HANRAHAN whose telephone number is 
(571)270-7854. The examiner can normally be reached on Monday-Friday, 8AM-5PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on (571) 272-1 115. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Elecfronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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